CLINICAL REHABILITATION

To the Editor
We have read with great interest the article by T Wolny et al., "Is manual therapy based on neurodynamic techniques effective in the treatment of carpal tunnel syndrome? A randomized controlled trial." This article presents manual therapy as a promising treatment for carpal tunnel syndrome. Nevertheless, we consider that there are certain questionable aspects of the study, specifically those related to the ethical basis for the usage of placebos.
Within the ethical premises of clinical trials, all the participants must receive the best treatment possible as suitable comparator against the experimental intervention. In this case, we have two groups of patients with clinical features and electrophysiological changes which confirm the diagnosis of carpal tunnel syndrome. However, only the intervention arm received treatment, while the other group only received a placebo. The use of a placebo is only justified when there are no other evidence-based proven available therapies. 1 There are systematic reviews and meta-analyses that prove the effectiveness of several treatments for carpal tunnel syndrome, 2, 3 including non-steroidal anti-inflammatory drugs (NSAIDs), corticosteroids, physiotherapy, and surgery. 4, 5 Therefore, any experimental intervention in patients with carpal tunnel syndrome associated with electrophysiological changes must be compared with other interventions that have demonstrated effectiveness, making the use of placebo a very questionable strategy.
There are some additional aspects that deserve comments. The article only mentions 103 patients as the population for this study, while the protocol (ACTRN12617000672358) registered in ANZCTR, had a final sample size of 350 patients. The reason for this must be clarified in order to assess the possibility of a selection bias. In addition, clinical trials usually have one or two well-defined outcomes, but this trial has six main outcomes, of which one (nerve conduction velocity) is not significant. In fact, the article does not define the main electrophysiological parameter to be evaluated as primary outcome. This may confuse the reader regarding treatment effect. Finally, we consider that both secondary outcomes (cylindrical and pincer grips) should be analyzed and compared evaluating the magnitude and significance of differences found.
In conclusion, the article presents a promising technique for the treatment of carpal tunnel syndrome. Nevertheless, we must always consider the ethical basis for the use of placebo in clinical trials, assuring that the control group receives the best treatment available, and compare it with the intervention that will be evaluated. 
José Miranda-Medina and Mateo Barba
Response to the letter
The study (ACTRN 12617000672358) was approved by the Bioethics Committee and all patients gave written consent to participate. The research was conducted in accordance with the guidelines of the Declaration of Helsinki, and after the experiment, appropriate treatment was immediately given to both control and placebo groups. The average waiting time for physiotherapy from the National Health Service in Poland (where the study was performed) is usually much longer than 10 weeks. Thus, the patients included in the study ultimately received treatment quicker than they usually would in Poland, and in our opinion, patients were not "denied effective treatment" through involvement in this study. With regard to other remarks, the registered protocol consisted four groups: (1) neurodynamic techniques treatment; (2) placebo; (3) no treatment, patients; and (4) no treatment, healthy volunteers. For the first study, 1 103 patients participated in the final analysis, whereas other 150 patients were involved in the second study analysis. 2 Data from healthy volunteers have not been published. It is unfounded to remark that there was no statistical significance after the applied therapy with regard to nerve conduction assessment. Significant improvements occurred in the assessment of both sensory conduction velocity and motor latency. There were no changes in the motor conduction velocity because it was within the normal range. Finally, cylindrical and pincer grips were analyzed in the study (the second paragraph in the "Result" section 1 ).
